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SUMMARY: We are proposing to amend
the regulations regarding the
importation of animals and animal
products to recognize a category of
regions that present a minimal risk of
introducing bovine spongiform
encephalopathy (BSE) into the United
States via live ruminants and ruminant
products, and are proposing to add
Canada to this category. We are also
proposing to allow the importation of
certain live ruminants and ruminant
products and byproducts from such
regions under certain conditions. We
believe this action is warranted because
it would continue to protect against the
introduction of BSE into the United
States while removing unnecessary
prohibitions on certain commodities
from Canada and other regions that
qualify as BSE minimal-risk regions.
DATES: We will consider all comments
that we receive on or before January 5,
2004.

ADDRESSES: You may submit comments
by postal mail/commercial delivery or
by e-mail. If you use postal mail/
commercial delivery, please send four
copies of your comment (an original and
three copies) to: Docket No. 03—-080-1,
Regulatory Analysis and Development,
PPD, APHIS, Station 3C71, 4700 River
Road Unit 118, Riverdale, MD 20737—
1238. Please state that your comment
refers to Docket No. 03—-080-1. If you
use e-mail, address your comment to
regulations@aphis.usda.gov. Your

comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘Docket
No. 03—080-1"" on the subject line.

You may read the risk assessment,
environmental assessment, economic
analysis, and any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenue,
SW., Washington, DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Karen James-Preston, Director,
Technical Trade Services, National
Center for Import and Export, VS,
APHIS, 4700 River Road Unit 38,
Riverdale, MD 20737-1231; (301) 734—
4356.

SUPPLEMENTARY INFORMATION:

Background

The Animal and Plant Health
Inspection Service (APHIS) of the
United States Department of Agriculture
(USDA or the Department) regulates the
importation of animals and animal
products into the United States to guard
against the introduction of animal
diseases. The regulations in 9 CFR parts
93, 94, 95, and 96 (referred to below as
the regulations) govern the importation
of certain animals, birds, poultry, meat,
other animal products and byproducts,
hay, and straw into the United States in
order to prevent the introduction of
various animal diseases, including
bovine spongiform encephalopathy
(BSE).

BSE is a progressive neurological
disorder of cattle that results from
infection by an unconventional
transmissible agent and is not known to
exist in the United States. The disease
has been difficult to define
experimentally with precision, although
risk factors that are independent of the
causative agent have been identified and

can be mitigated. Much of the available
data originated from epidemiological
observations and not from controlled
studies. Controlled studies are often
difficult to conduct because of
limitations in experimental models and
the length of time necessary to conduct
the studies, which may require years.
Currently, the most accepted theory is
that the agent is a modified form of a
normal cell surface component known
as prion protein, although other types of
agents have been implicated, including
virinos. The pathogenic form of the
protein is both less soluble and more
resistant to degradation than the normal
form. The BSE agent is extremely
resistant to heat and to normal
sterilization processes. It does not evoke
any demonstrated immune response or
inflammatory reaction in host animals.

Despite the difficulty in defining BSE
experimentally with precision, risk
factors for BSE that can be mitigated
have been identified. These factors are
based on technical knowledge and
disease epidemiology and do not require
definition of the nature of the agent. We
believe that risk mitigation measures
that address the risk factors for BSE will
be effective regardless of the precise
nature of the BSE agent.

It appears that BSE is spread
primarily through the use of ruminant
feed containing protein and other
products from ruminants infected with
BSE. Ruminants in the United States
could be exposed to the disease if
materials carrying the BSE agent—such
as certain meat, animal products, or
animal byproducts from ruminants—
were imported into the United States
and were fed to ruminants in this
country. BSE could also be introduced
into the United States if ruminants with
BSE were imported into the United
States.

Because of these risks, the regulations
prohibit the importation of live
ruminants and certain ruminant
products and byproducts from two
categories of regions: (1) Those regions
in which BSE is known to exist, which
are listed in § 94.18(a)(1) of the
regulations; and (2) those regions that
present an undue risk of introducing
BSE into the United States because their
import requirements are less restrictive
than those that would be acceptable for
import into the United States and/or
because the regions have inadequate
surveillance. These regions of ‘“undue
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risk” are listed in § 94.18(a)(2) of the
regulations.

The prohibitions on the importation
of animals, meat, and other animal
products into the United States from
regions listed in § 94.18(a)(1) or (a)(2)
are set forth in 9 CFR parts 93, 94, 95,
and 96. Section 93.401 prohibits the
importation of any ruminant that has
been in these regions. Except for certain
controlled transit movements, paragraph
(b) of § 94.18 prohibits the importation
of fresh (chilled or frozen) meat, meat
products, and most other edible
products of ruminants that have been in
any of the regions. Paragraph (c) of
§ 94.18 restricts the importation of
gelatin derived from ruminants that
have been in any of the regions. Section
95.4 prohibits or restricts the
importation of certain byproducts from
ruminants that have been in any of the
regions, and § 96.2 prohibits the
importation of casings, except stomach
casings, from ruminants that have been
in any of the regions.

Essentially then, under the current
regulations, there are three categories of
regions with regard to BSE. Currently, a
region is considered either: (1) A region
free of BSE; (2) a region in which BSE
is known to exist; or (3) a region that
presents an undue risk of BSE. Imports
from free regions are generally not
subject to restrictions because of BSE.
Imports from BSE-affected regions and
those that present an undue risk are
governed by the same set of restrictions.

We believe it is appropriate to
recognize an additional category of
regions with regard to BSE—the BSE
minimal-risk region. This category
would include (1) those regions in
which a BSE-infected animal has been
diagnosed, but in which measures have
been taken that make it unlikely that
BSE would be introduced from the
region into the United States, and (2)
those regions that cannot be considered
BSE free even though BSE has not been
detected, but that have taken sufficient
measures to be considered minimal risk.
For instance, a region listed in
§94.18(a)(2) as an “undue risk” region
might have increased its levels of
surveillance or import restrictions to the
point that the risk of BSE introduction
from that region becomes unlikely, but
not yet have had mitigation measures in
place long enough to be considered
BSE-free.

In § 94.0, we would define bovine
spongiform encephalopathy (BSE)
minimal-risk region by listing the factors
we would consider in determining the
region’s risk status. In a new
§94.18(a)(3), we would list the regions
that the Administrator has approved for
this designation. At this time, we are

proposing to designate one country,
Canada, as a BSE minimal-risk region
according to the newly proposed factors.
(These factors, and the reasons why we
believe Canada meets them, are
discussed in detail below.) In
§94.18(a)(4), we would explain that a
region may request to be designated a
BSE minimal-risk region by following
the procedures set forth in our
regulations in 9 CFR part 92,
“Importation of Animals and Animal
Products: Procedures for Requesting
Recognition of Regions.”

Canada as a BSE Minimal-Risk Region

On May 20, 2003, the Canadian Food
Inspection Agency reported a case of
BSE in a beef cow in northern Alberta.
Therefore, in order to prevent the
introduction of BSE into the United
States, we published an interim rule on
May 29, 2003 (68 FR 31939-31940,
Docket No. 03—-058-1), effective
retroactively to May 20, 2003, to add
Canada to the list of regions where BSE
exists. As a result of that action, the
importation of ruminants that have been
in Canada and the importation of meat,
meat products, and certain other
products and byproducts of ruminants
that have been in Canada are prohibited
or restricted.

Following the detection of the BSE-
infected cow, Canada conducted an
epidemiological investigation of the BSE
occurrence, and took action to guard
against any spread of the disease,
including the quarantining and
depopulation of herds and animals
determined to possibly be at risk for
BSE. Subsequently, Canada asked
APHIS to consider reestablishing the
importation of ruminants and ruminant
products into the United States from
that country, based on information
made available to APHIS regarding
Canada’s veterinary infrastructure,
disease history, practices for preventing
widespread introduction, exposure,
and/or establishment of BSE, and
measures taken following detection of
the disease.

In this document, we are proposing to
list Canada as a BSE minimal-risk region
based on an analysis we conducted of
the conditions considered for such a
designation and the information
available to us regarding how Canada
meets those conditions. The risk
document, “Risk Analysis: BSE Risk
from Importation of Designated
Ruminants and Ruminant Products from
Canada into the United States,” also
identifies the measures we believe are
necessary to mitigate any BSE risk that
specific commodities imported from
Canada might present to the United
States (discussed in this proposed rule,

below, under the heading “Importation
of Ruminant Commodities from a BSE
Minimal-Risk Region™).

You may view the analysis in our
reading room (information on the
location and hours of the reading room
is provided under the heading
ADDRESSES at the beginning of this
proposed rule). You may also request a
copy by calling or writing to the person
listed under FOR FURTHER INFORMATION
CONTACT. Please refer to the title of the
analysis when requesting copies. You
may also view the analysis on the
Internet by accessing the APHIS Web
site at http://www.aphis.usda.gov. At
the APHIS Web site, click on the “Hot
Issues” button. On the next screen, click
on the listing for “Bovine Spongiform
Encephalopathy (BSE).” On the next
screen, click on the listing for “Risk
Analysis: BSE Risk from Importation of
Designated Ruminants and Ruminant
Products from Canada into the United
States.”

In this proposed rule, we first discuss
the factors we would consider in
classifying a region as a BSE minimal-
risk region. We would consider these
factors in considering requests from any
region to be classified as a BSE minimal-
risk region. We then discuss why we
believe Canada qualifies as a BSE
minimal-risk region. Following that, we
discuss mitigations that we would apply
to specific commodities from Canada.

Proposed Factors for BSE Minimal-Risk
Regions

APHIS has developed a list of factors
we would use to evaluate the BSE risk
from a region and classify a region as a
BSE minimal-risk region. We would use
these factors as a combined and
integrated evaluation tool. We are
proposing to base the classification on
an evaluation of the sum total of these
factors, focusing on overall effectiveness
of control mechanisms in place (e.g.,
surveillance, import controls, and a ban
on the feeding of ruminant protein to
ruminants). For regions in which BSE
has been diagnosed, we would base our
evaluation on the overall effectiveness
of such control mechanisms in place at
the time BSE was diagnosed in the
region, and on actions taken after the
diagnosis (e.g., an epidemiological
investigation of the occurrence). For
regions in which BSE has not been
diagnosed, we would base our
evaluation on the adequacy of
surveillance mechanisms to detect
disease, efficacy of a feed ban, and
effectiveness of programs in place to
prohibit entry into and establishment of
disease in the region. This approach
differs from some of the numerical
criteria specified by the Office
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International des Epizooties (OIE) in its
recommendations for a BSE minimal-
risk country or zone. (The OIE
recommendations are recognized by the
World Trade Organization as
international recommendations for
animal disease control.)

For example, according to OIE
recommendations, a ban on the feeding
of ruminant protein to ruminants should
have been in place for a minimum of 7
years for a region to meet the criteria for
BSE minimal risk, even though there is
a significant level of variability in
current estimates of the BSE incubation
period, which should govern the
recommended length of time of an
effective feed ban. According to this
criterion, a region could fail to be
classified as a BSE minimal-risk region
because it had not had a feed ban in
effect for the precise period of time
specified, even if it has excelled in
surveillance and control mechanisms.
We believe it is more appropriate to
evaluate the overall combined effect of
the factors described below when
assessing the BSE risk level of a region.

Definition of Bovine Spongiform
Encephalopathy Minimal-Risk Region

We propose to define bovine
spongiform encephalopathy (BSE)
minimal-risk region in § 94.0 to mean a
region that:

1. Maintains, and, in the case of
regions where BSE was detected, had in
place prior to the detection of BSE, risk
mitigation measures adequate to prevent
widespread exposure and/or
establishment of the disease. Such
measures include the following:

a. Restrictions on the importation of
animals sufficient to minimize the
possibility of infected ruminants being
imported into the region, and on the
importation of animal products and
animal feed containing ruminant
protein sufficient to minimize the
possibility of ruminants in the region
being exposed to BSE;

b. Surveillance for BSE at levels that
meet or exceed OIE recommendations
for surveillance for BSE; and

c. A ban on the feeding of ruminant
protein to ruminants that appears to be
an effective barrier to the dissemination
of the BSE infectious agent, with no
evidence of significant noncompliance
with the ban.

2. In regions where BSE was detected,
conducted an epidemiological
investigation following detection of BSE
sufficient to confirm the adequacy of
measures to prevent the further
introduction or spread of BSE, and
continues to take such measures.

3. In regions where BSE was detected,
took additional risk mitigation

measures, as necessary, following the
BSE outbreak based on risk analysis of
the outbreak, and continues to take such
measures.

Each element of this definition is
explained below.

1. The region maintains, and, in the
case of regions where BSE was detected,
had in place prior to the detection of
BSE, risk mitigation measures adequate
to prevent widespread exposure and/or
establishment of the disease.

This factor is important in
determining those regions in which a
BSE outbreak is unlikely to occur, or, if
an outbreak does occur, in which it is
likely to be limited. If a region
maintains controls designed to
minimize BSE introduction or exposure
of animals, and, in those regions where
BSE has been detected, if the region had
such controls in place at the time of
detection, it is more likely to present
minimal risk than a region that does not
have such controls in place. According
to our definition of a BSE minimal-risk
region, such measures would include
importation restrictions, surveillance,
and a feeding ban, as follows:

1a. Restrictions on the importation of
animals sufficient to minimize the
possibility of infected ruminants being
imported into the region, and on the
importation of animal products and
animal feed containing ruminant
protein sufficient to minimize the
possibility of ruminants in the region
being exposed to BSE.

This factor addresses whether the
region faces a high risk of initial or
recurrent BSE outbreaks from multiple
importations of animals or products that
may spread BSE. In those regions in
which BSE has been detected, it
addresses whether the region’s BSE
outbreak was more likely the result of a
point failure in its import controls or
possible exposure prior to the
implementation of such import controls.
Because the incubation period for BSE
is generally measured in years, the
finding of a case of BSE reflects an
exposure that occurred several years in
the past.

A region that has prohibited the
importation of high-risk animals and
products from regions that are affected
with or pose an undue risk of BSE will
have minimized its possible exposure to
the disease. Conversely, a region that
continues to import high-risk
commodities until a case of BSE is
diagnosed has continued exposure and
presents a more significant risk.
Whether commodities are considered
low-risk or high-risk can be based on the
commodities’ inherent lack of risk, the
low risk level of the exporting region,

and/or controls on the movement and
use of the commodities after entry.

1b. Surveillance for BSE at levels that
meet or exceed OIE recommendations
for surveillance for BSE.

This factor addresses whether BSE
outbreaks are or would be likely to be
quickly and reliably identified in a
region, helping support a minimal-risk
designation, or whether lack of effective
surveillance suggests the possibility that
BSE-infected animals may be
overlooked and the scale of a BSE
problem may be greater than is officially
recognized.

As noted above, the OIE
recommendations are recognized by the
World Trade Organization as
international recommendations for
animal disease control. The OIE Code
provides guidelines for surveillance and
monitoring systems for BSE, identifying
the minimum number of annual
investigations recommended based on
the adult cattle population of a country.

1c. A ban on the feeding of ruminant
protein to ruminants that appears to be
an effective barrier to the dissemination
of the BSE infectious agent, with no
evidence of significant noncompliance
with the ban.

The primary source of BSE infection
appears to be feed contaminated with
the infectious agent. Scientific
evidence ! shows that feed
contamination results from the
incorporation of ingredients that contain
ruminant protein derived from infected
animals. Standard rendering processes
do not completely inactivate the BSE
agent. Therefore, rendered protein such
as meat-and-bone meal derived from
infected animals may contain the
infectious agent. Bans prohibiting
incorporation of mammalian or
ruminant protein into ruminant feed are
imposed to mitigate risk.

This factor distinguishes between
regions with effective feed bans and
those without them. In a region in
which BSE has been detected, if an
animal with BSE was born after a feed
ban was implemented, it is a sign that
the feed ban may not be effectively
enforced.

2. In a region in which BSE has been
detected, the region conducted an

1Wilesmith, J.W., Wells, G.A.H., Cranwell, M.P.,
and Ryan, ].B.M.; 1988; Bovine spongiform
encephalopathy; epidemiological studies;
Veterinary Record; 123, pg 638—644.

Wilesmith, J.W., Ryan, ].B.M, and Atkinson, M.J.;
1991; Bovine spongiform encephalopathy;
epidemiological studies of the origin; Veterinary
Record; 128, pg 199-203.

Wilesmith, J.W., Ryan, ].B.M, and Hueston W.D.;
1992; Bovine spongiform encephalopathy: Case
control studies of calf feeding practices and meat-
and-bone meal inclusion in proprietary
concentrates; Res Vet Sci; 52, pg 325-331.
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epidemiological investigation following
detection of BSE sufficient to confirm
the adequacy of measures to prevent the
further introduction or spread of BSE,
and continues to take such measures.

This factor addresses whether a region
adequately investigates a case of BSE to
determine if any of the risk factors have
changed. If there has been any
significant change in risk factors, there
might be the possibility of increased
incidence of BSE. Such an investigation
would include, at the minimum, a
traceback from the BSE-infected animal
to determine possible herds of origin of
the animal, a traceforward of any
animals that moved from the BSE-
affected herd, a traceforward of feed or
rendered material that was derived from
the carcass of the infected animal, and
an investigation to determine the most
likely source of the animal’s exposure to
BSE.

3. In a region in which BSE has been
detected, the region took additional risk
mitigation measures, as necessary,
following the BSE outbreak based on
risk analysis of the outbreak, and
continues to take such measures.

This factor addresses whether a region
implements all necessary risk mitigation
measures to prevent further exposure to
BSE. It distinguishes between those
regions that thoroughly analyze their
situation and address any problems
from those that do not take mitigation
measures and thus prolong possible
exposure to BSE. Depending on the
conclusions of the risk analysis
conducted following the diagnosis of
BSE, additional risk mitigation
measures could include a broad
eradication program, increased
surveillance, or additional import
restrictions.

Evaluating Canada as a BSE Minimal-
Risk Region

We considered the above factors in
combination in evaluating whether
Canada qualifies as a BSE minimal-risk
region, and discuss below the actions
Canada took and continues to take
regarding each of the factors.

Import Restrictions

Canada has maintained stringent
import restrictions since 1990,2
prohibiting the importation of live
ruminants and most ruminant products
from countries that had not been
recognized as free of BSE by either the

2Canadian Food Inspection Agency (CFIA),
December 2002; Risk Assessment on Bovine
Spongiform Encephalopathy in Cattle in Ganada.

Morley, R.S., Chen, S., Rheault, N.; 2003;
Assessment of the risk factors related to bovine
spongiform encephalopathy; Rev. Sci. Tech. OIE;
22(1); pg 157-178.

United States, Canada, or Mexico,
which have an agreement to recognize
country evaluations conducted by any
of the three countries, using the same
standards. Canada prohibited the
importation of live cattle from the
United Kingdom and the Republic of
Ireland starting in 1990, and
subsequently applied the same
prohibitions to other countries as those
additional countries identified native
cases of BSE. In 1996, Canada made this
policy even more restrictive and
prohibited the importation of live
ruminants from any country that had
not been recognized as free of BSE.
Some animals were imported into
Canada from high-risk countries prior to
the imposition of these import
restrictions. A total of 182 cattle were
imported into Canada from the United
Kingdom between 1982 and 1990.
Similar to actions taken in the United
States, efforts were made in Canada to
trace these animals. In late 1993, after
Canada identified a case of BSE in one
of the imported bovines, all cattle
imported from the United Kingdom or
the Republic of Ireland that remained
alive at that time were killed.

Import restrictions have also been
imposed on ruminant products,
including import restrictions on meat-
and-bone meal that have been in place
since 1978. In general, Canada has
prohibited the importation of most
meat-and-bone meal from countries
other than the United States, Australia,
and New Zealand. Limited amounts of
specialty products of porcine or poultry
origin were allowed to be imported into
Canada under permit for use in
aquaculture feed products. No meat-
and-bone meal for livestock feed-
associated uses has been imported,
except from the United States, Australia,
and New Zealand.

Surveillance

Canada has conducted surveillance
for BSE since 1992. The OIE Code,
Appendix 3.8.4, provides guidelines for
surveillance and monitoring systems for
BSE, identifying the minimum number
of annual investigations recommended
based on the adult cattle population of
a country. To meet this
recommendation, Canada would have to
test a minimum of 336 samples
annually, based on a population of 5.5
million adult cattle. Canada exceeds this
recommendation, and has tested more
than this minimum number of samples
for the past 7 years. Additionally,
Canada exceeds OIE recommendations
by conducting active targeted
surveillance. (Active targeted
surveillance involves sampling animals
with risk factors for BSE, even if the

animals have not shown clinical signs of
disease.)

Feed Ban

Canada implemented a feed ban in
1997 that prohibits the feeding of most
mammalian protein to ruminants. This
ban exceeds what we consider the
minimal necessary measure of banning
the feeding of ruminant material to
ruminants. Under the ban in Canada,
mammalian protein may not be fed to
ruminants, with certain exceptions.
These exceptions include pure porcine
or equine protein, blood, milk, and
gelatin. The feed ban is essentially the
same as the feed ban in place in the
United States.

APHIS believes the length of the feed
ban in Canada is sufficient to classify
that country as a minimal-risk region for
BSE. In comparison, classification as a
minimal-risk country or zone by OIE
criteria requires that a feed ban be in
place for 8 years. This value may be set
at a conservative level to account for the
wide range that has been reported for
the incubation period of BSE. Because
of the variability in the incubation
period for BSE, APHIS chose not to
specify an amount of time that a feed
ban needed to be in place in a minimal-
risk region. Rather, we considered the
sum total of the control mechanisms
(e.g., effectiveness of surveillance,
import controls, and feed ban) in place
at the time of the diagnosis of BSE and
the actions taken subsequently (e.g.,
epidemiological investigations and
depopulation), thereby allowing the
actions Canada took with regard to the
other factors to compensate for a shorter
feed ban. As an example, as discussed
above, the level of surveillance in
Canada, and the fact that it has been
active and targeted, has exceeded OIE
recommendations.

Canadian Government authorities
inspect rendering facilities, feed
manufacturers, and feed retailers to
ensure compliance with the feed ban.
Rendering facilities are regulated under
an annual permit system, and
compliance with the regulations is
verified through at least one inspection
each year. Feed manufacturers or mills,
feed retailers, and farms have been
inspected on a routine basis. These
inspections have shown a high level of
compliance. As noted above, Canada
has maintained an effective ban on
feeding mammalian protein to
ruminants, with requirements similar to
the feed ban in place in the United
States, since 1997. The animal in which
BSE was diagnosed in May 2003 was an
6-year-old native-born beef cow in the
Province of Alberta that was born before
the implementation of the feed ban.
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Epidemiological Investigation

Canada conducted an extensive
epidemiological investigation after the
one case of BSE in May 2003. This
investigation included detailed
tracebacks to identify possible herds of
origin of the infected animal,
traceforwards from the infected herd,
and traceforwards of any possible feed
or rendered material derived from the
carcass of the infected animal. Fifteen
premises were quarantined as part of the
traceback and traceforward
investigations, and cattle on the
quarantined premises were slaughtered.
Additionally, cattle that were
determined to have moved from a
quarantined herd to another herd were
slaughtered.

The investigation included any
possible exposure from the use of
rendered material or feed that could
have been derived from the carcass of
the infected cow. Using a broad
definition to include all possible
exposures, the rendered material could
have been distributed to approximately
1,800 sites, including sites with no
ruminants. These included 600 facilities
that receive bulk shipments of either
rendered protein or feed, and 1,200
individual producers or consumers who
purchased finished feed by the bag. A
survey was conducted of those entities
that were at some risk of having
received such rendered material or feed.
This survey suggested that 99 percent of
the sites surveyed experienced either no
exposure of cattle (96 percent of the
sites) to the feed or only incidental
exposure (3 percent of the sites). The
remaining 1 percent represented limited
exposures, such as cattle breaking into
feed piles, sheep reaching through a
fence to access feed, and a goat with
possible access to a feed bag.

The investigation included a
consideration of several possibilities for
the source of the infected cow’s
exposure to BSE. Although it has not
been confirmed, it is assumed, based on
the age of the cow, that the infected cow
was exposed through contaminated
feed. The infected animal was born
prior to the implementation of a feed
ban within Canada and could have had
exposure to contaminated feed at an
early age.

The renderers and feed mills
associated with the investigation had
records of good compliance with the
feed ban. The on-farm inquiries
demonstrated a very small probability of
exposure of ruminants to prohibited
feed. Although the possibility exists that
the original source of the BSE agent
could have been imported, there was no
evidence that this was due to an illegal

import. The BSE agent could have been
from animals imported from the United
Kingdom prior to import restrictions
established in 1990. The surveillance
program was sufficient to confirm the
continued existence of adequate
measures to prevent further
introduction or spread of BSE.

Additional Risk Mitigation Measures

Following the detection of BSE in
Canada, a broad eradication program
was followed during the
epidemiological investigation, in which
more than 2,700 head of cattle were
culled. As part of the culling activity,
more than 2,000 animals 24 months of
age or older were tested (those animals
less than 24 months of age were not
tested), with no further evidence of BSE
found in any of these animals.

Importation of Ruminant Commodities
From a BSE Minimal-Risk Region

Because we believe regions, such as
Canada, that qualify as BSE minimal-
risk regions based on the factors
described above, would pose a minimal
risk of introducing BSE into the United
States, we believe it is warranted to
allow the importation from such regions
of some animals and animal products
and byproducts that are prohibited
importation from regions in which BSE
exists and regions that present an undue
risk of BSE. However, because BSE is a
difficult disease to define
experimentally with precision,
epidemiological evidence suggests that
risk factors are specific to the
commodity, and multiple risk sources
may be associated with a given
commodity, we believe it is necessary to
also apply individual risk mitigation
measures to specified commodities
intended for importation from BSE
minimal-risk regions.

For example, as noted above and
discussed further below, contaminated
feed appears to be the most likely
pathway of BSE transmission. However,
it has not been established with
certainty that contaminated feed is the
only pathway. Furthermore, we cannot
assume complete compliance with a ban
on the feeding of ruminant protein to
ruminants, which is the most effective
mitigation for contaminated feed.
Therefore, we believe it is necessary to
apply certain other mitigation measures,
in addition to implementation of a feed
ban, to reduce the risk of the
introduction of BSE into the United
States. Each of these proposed
mitigation measures is discussed below.

We are proposing to add the
conditions for importing specified
ruminant commodities from a BSE
minimal-risk region to the regulations in

9 CFR parts 93, 94, and 95. The
measures appr